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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of Invention 1 , claims 1 , 3-1 3, and 22-25 in 
the reply filed on 01/25/2008 is acknowledged. 

2. Claims 26-28 are withdrawn from further consideration pursuant to 37 CFR 

1 .142(b) as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Election was made without traverse in the reply filed on 01/25/2008. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1, 3-6, 8, and 10 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Figueroa (US 2002/0022881 A1). 

With regard to claim 1, Figueroa discloses a device for injecting a foldable IOL 
into an eye ([0006]). The device comprises body (16) and lumen (24), wherein the 
lumen terminates in a distal opening (95) (Figure 13). Shelf segment (29) defines an 
opening in the body between the proximal and distal ends of the device ([0044], [0045], 
[0046]). 
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It is the examiner's position that the broadest reasonable interpretations of the 
claims teach wherein the lumen comprises a region that increases in diameter and that 
the lumen also terminates at an open tip. As shown in Figures 13 and 20 below, the 
lumen comprises a region that increases in diameter and terminates at open tip (95). 
Additionally, the "tip" of the lumen can also refer to the distal end of the lumen, not 
necessarily the very distal point. Therefore, the lumen comprises a region that 
increases in diameter and that terminates at the distal tip. 
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Diameter 
Increases 



With regard to claim 3, shelf segment (29) comprises leading edge (51a) and 

overlaps the insta '^anSer ^pressor drawer ([0044], Figure 14). The lens (12) is 
Terminates 

folded and compr cLoou mi J ie shelf segment (29) ([0049]). 



With regard to claims 4 and 5, Figueroa further discloses the device as 
comprising a plunger (18) for pushing the IOL lens through the lumen ([0043]). As 
shown in Figure 1 , the outer diameter of the plunger is slightly smaller than the inner 
diameter of the lumen. 

With regard to claim 6, it is the examiner's position that the diameter of the 
lumen is substantially constant from the IOL holding point to the distal open tip (Figure 
1)- 

With regard to claims 8 and 10, as shown in Figure 20, the increase of the 
diameter of the lumen is gradual. 
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5. Claims 1, 3-8, 10, 12, and 22-25 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Clark (US 6,491 ,697 B1 ). 

With regard to claims 1 and 7, Clark discloses a device for injecting a foldable 
IOL into an eye comprising a body (22), an opening to receive an IOL (38), and a lumen 
(107) through cannula (28) (column 3, lines 62-64; column 6, lines 1-4). As shown in 
Figure 1 , the lumen comprises a proximal end and an open tip (1 1 9). Clark further 
teaches wherein the cannula (28) comprises a proximal taper to compress the IOL 
(column 5, lines 58-63). As shown in Figures 1-3, the cannula flares outward from the 
proximal taper to form a region of increasing diameter. Therefore, the lumen (107), 
which runs the length of the cannula, also comprises a region of increasing diameter 
from the proximal taper. 

With regard to claims 3 and 22, Clark further discloses a compressor drawer 
(40) comprising a leading edge (62) (column 4, lines 12-15). The compressor drawer 
moves from an open to a closed position to engage and compress the IOL (column 4, 
lines 28-40). 

With regard to claim 4, the device also comprises a plunger (column 3, lines 50- 

54). 

With regard to claim 5, lumen running through body (22) also overlaps the 
instantly claimed lumen. Since the plunger is inserted through this lumen, the plunger 
has a diameter slightly smaller than the diameter of the lumen. 
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With regard to claim 6, as shown in Figure 1 , the device has an outer diameter 
that is substantially constant from the opening (38) to the open tip (119) since 
"substantially" is not narrowly defined. 

With regard to claims 8, 10, and 12, as shown in Figures 1-3 of Clark, the region 
of increase is gradual. 

With regard to claims 23 and 24, the proximal taper of the cannula (28) and 
lumen (107) forms a first diameter at a location that is proximate and distal to the distal 
end of the loading bay (38). The slightly flared distal end of the cannula and lumen 
forms a second diameter at a location that is intermediate the first location and the open 
tip (119). As shown in Figures 1-3, the second diameter is larger than the first diameter. 

With regard to claim 25, it is the examiner's position that the compressor of Clark 
overlaps the instantly claimed compressor drawer. 



Claim Rejections - 35 USC §103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 
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2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

8. Claims 7, 9, and 11-13 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Figueroa (US 2002/0022881 A1). 

Figueroa discloses a device for injecting a foldable IOL lens into an eye wherein 
the inner lumen increases in diameter. However, Figueroa does not teach wherein the 
outer diameter of the lumen increase along with the inner lumen or where the inner 
lumen increase is stepped. 

At the time the invention was made, it would have been an obvious matter of 
design choice to a person of ordinary skill in the art to modify the increase of the inner 
and outer diameter of the lumen because Applicant has not disclosed that either 
modification provides an advantage, is used for a particular purpose or solves a stated 
problem. One of ordinary skill in the art, furthermore, would have expected Applicant's 
invention to perform equally well with the lumen disclosed by Figueroa because the 
lumen is able to receive an IOL lens. Therefore, it would have been an obvious matter 
of design choice to modify Figueroa to obtain the invention as specified in the claims. 

9. Claims 9, 11, and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Clark (US 6,491 ,697 B1). 

Clark discloses a device for injecting a foldable IOL lens into an eye wherein the 
inner lumen increases in diameter. However, Clark does not teach wherein inner lumen 
increase in diameter is stepped. 
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At the time the invention was made, it would have been an obvious matter of 
design choice to a person of ordinary skill in the art to modify the increase of the inner 
lumen to a stepped increase because Applicant has not disclosed the modification 
provides an advantage, is used for a particular purpose or solves a stated problem. One 
of ordinary skill in the art, furthermore, would have expected Applicant's invention to 
perform equally well with a gradual increase, as disclosed by Clark, because the lumen 
is able to receive an IOL lens. Therefore, it would have been an obvious matter of 
design choice to modify Clark to obtain the invention as specified in the claims. 

Response to Arguments 

10. Applicant's arguments filed 10/09/2007 have been fully considered but they are 
not persuasive. 

Specifically, applicant argues (A) that during the interview conducted 10/02/2007 
the examiner indicated that if claim 1 were amended to recite a device having region of 
increasing diameter that terminates t the open tip, it would define over the prior art. 

With respect to argument (A), no specific language was agreed upon during the 
interview to overcome the prior art of record. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to AMY T. LANG whose telephone number is (571)272- 
9057. The examiner can normally be reached on M-F 8:30am-5:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



04/17/2008 
/Amy T Lang/ 
Examiner, Art Unit 3731 

/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3731 



